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wpwiafftr’Mftam* wnnifcmw (2)^■ 

(wnwrPwnr) 


^ ftwft, 16 1996 

285 (3i).—sfafa afrt iram* ^mrft Pm, 
1945 3^ wtfrro ®r% % ®$m ftrof *sr 

atftofa afa toret RRnft srfaftRR, 1940 (1940*1123) nft«ircr 
>2 afa «ira 33 Aft at^toffrgarc vroi % wn, sruto*, *m 2, 
ste 3, ^rtshr (i) mfhar, 24 wift, 1995 3 to mm % 
mm afo: RftiK (vmm fWr) srftT^nr 

l *r.*>r.ft. 94 (3t), vrfha 24 1995 % apfW srwftifl 

frtmrt «rr, ■Ptrt^F iwrfiwr'ff •RrrT^ 

:ti3wn «ft, inform, ®rf^pn^-g*nTram 

i Ttftro -orY wiwr *r^ *ff, w far *ft 3r*fa 

a^ 3 TOTPm^llftl*T 21 *H 1995 *?T 5 *m*f 5 TOWT 

afa 3«w VW STRT 3nM 3?tT*p$JFtf Tp 

3RT: at*, ^fhT-ROTO; BTO arffcftTO *f) RRT12 3fa *RI 
jRrWflfWf*fnPfRT®Rft$H afMVRWTf'fiR 
_ r ‘ wref *r^ % T T?rot, afafa afa iwr rr# f*m, 

5 *>I, 3 fk TfWl«H *R% % frpr PiHftiftsn faro **rft f, 

1. (i) 

Trai tftflTO) f*RRT, 199611 „ 

4 GI /96 


2. afhifa afp iraiTO iFiRuft Pm, 1945 (f^ tr^ 
*TTOIWf¥4RWWt)%1>r»R, 96%‘3*f*R*r (l)^,— 

(*>) ■3Nr(iii)%iTRsfe(*r)^,— 

(i) 4, *T'8R%'5** M ^*RS?r^fa*r^miTTT; 

(ii) w#rtfsTT ir^r, shi:*«iiPw Mr 

*inpn, 3tqf^:— 

"spg-Rf 3frt% tJtci n*w ijtTO s H atfaur 
t, *51 ■'HflF'M 1R* -'J^RTh <$*!» % V* 

^3i5^r^3iTp^5i^^ro'*?*Tr'3Tj*?»ftn^ftr^f aRf^spwr 

M;"; . 

(*t) -gre (vii) H, 3T3^ft-tr ^ * *ft 

'' afhrflT -Ptfifftraf 1 ' ’ %■rir m ,'' 3Rj^t“ir 3 

■pfaftm * afkfMf 3?R -3R*f) Wffir*ff" 

^T^^TPUtl 

3. w -Ppr! ' 5-2, ftro>i b. i % * 56) an^r 

atif^PT "Srt * * ir=f> ■5rsimYm?n ^ -Bcpar^r *FfI *Tn2^” 

5®? *IT fts*r 'HflRRT I 

[5. TpW-11014/17/94-^t tpr T(R TJ^T ^^*3 
wHt tR, 

ftnpiT:—sfhrc ^fftnrarmR 1945,1-5-79 **> 

*>wni ,(^*R** f^rror) 
5?ghr 3 afHftr a^Riram*! RiRift, arftrPnm sfa I^Rm 


(l) 
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THE GAZETTE OF INDIA: EXTRAORDINARY 


HKW % TT3m HFT-II 'STB' (3)(i) % Pr m f ftfam 

arPrcj^prrsif sro mritPrwPfin wnf:— 

1. m.wn.Pt 1241 , write 6 - 10-1979 

2 . mwn.Pt 1242, write 6-10-1979 

3. m.wn.Pt 1243, write 6-10-1979 

4 . mwn.Pt 1281, write 12 - 10-1979 

5 . m.wn.Pt 430, write 19-4-1980 

6. m.wn.Pt 779, write 26-7-1980 1 

7. m.wn.Pr. 540 ( 3T), write 22 - 9-1980 

8. m.wn.Pt 680 , write 5 - 12 - 198 O 

9 . m.w 5 tPr. 68i (ar), write 5 - 12 - 198 O 

10 . mwn.Pt 682 (38), write 5 - 12-1980 

11 . m.wn.Pr. 27 («T), write 17 - 1-1981 

12 . m.W5t.Pt 478 (38) write. 6-8-1981 

13. m.wn.Pt 62 ( 38 ), write is- 2-1982 

14. mwn.Pt 462 (ar), trrfhsr 22 - 6-1982 

15. mwn.Pt 510 (ar), write 26-7-1982 

16 . mwn.Pt 13 (at), writer 26-7-1982 

17 . mwn.Pl. 318 ( 38 ), writer 1 - 5-1984 . 

18. m.wn.Pt 331 (ar), writer s-s -1984 

19. m.WST.Pt 460 (38), writer 20 - 6 - 1 984 

20 . mwn.Pt 487 (ar), writer 2 - 7-1984 

21 . m.wn.Pt 89 (ar), write 16-2-1985 

22. m.mte. 788 (ar), writer 10-10-1985 

23. m.wn.Pr. 17 ( 38 ), writer 7-1-1986 

24. mwsr.Pr. 1049 ( 38 ), writer 29-8-1986 

25. m.wn. 1 f. 1060 ( 38 ), writer 5-9-1986 

26. m.WTT.Pr. 1115 ( 38 ), writer 30-9-1986 

27 . m.wn.Pr. 71 (38), writer 30-1-1987 

28 . m.wnPt 570 ( 38 ), writer 12 - 6-1987 

29. m.W5T.Pr. 626 (38), writer 2-7-1987 

30. rn.w 5 r.Pr. 792 ( 38 ), writer 17-9-1987 

31. m.wn.Pt 371 ( 38 ), writer 24-3-1988 

32 . m.w 5 r.Pr. 75 («8), writer 2 - 6-1988 

33 . mwn.Pr. 675 (38), writer 2 - 6-1988 

34. mwn.Pt 676 ( 38 ), writer 2-6-1988 

35 . rn.wn.Pr. 677 (ar), writer 2 - 6-1988 

36. m.wn.Pt 68i ( 38 ), writer 6-6-1983 

37. m.WTT.PT. 735 (38), Writer 24-6-1988 

38. m.WTT.Pr. 813 (38), Writer 27-7-1988 

39 . mwn.Pr. 944 (38), writer 21 - 9-1988 ("Sjteww). 

40 . m.wn.Pt 43 ($0, writer 20 - 1-1989 ('sjffcnw) 

41. rn.w 5 T.Pr. 44 (ar), writer 20-1-1989 Cflffcww) 

42. mwn.Pt 100 (38), writer 14-2-1989 (^jftm) 

43 . m.wn.Pt 443 (38), writer 12 - 4 - 19,89 ('flffcww) 

44. rn.W5T.Pr. 588 (38), write 2-6-1989 (^felW) 
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45. mwn.Pt 691 (38), Writer 11-7-1989 

46 . rn.W 5 T.Pr. 784 ( 38 ), writer 28 - 8-1989 

47. m.wn.Pt 16 (ar), writer 10-1-1990 

48. mW 5 tPr. 731 (38), writer 23-8-1990 

49. mW.Pt 865 (3T), writer 25-10-1990 

50. mwn.Pr. 11 (ar), writer 7-1-1991- 

51. m.W 5 tPr. 223 ( 38 ), write 19-4-1991 
52 mw&Pt 246 (ar), writer 1 - 5-1991 
5J. rn.wn.Pr. 301 (ar), writer 7 - 6-1991 
54 . mwn.Pr. 302 (38), writer 7 - 6-1991 
s. mwn.Pr. 491 (ar), write 25 - 7-1991 

56 . m.wn.Pr. 495 ( 38 ), write 25-7-1991 ■ 

57. mwn.Pr. 532 ( 38 ), write 14-8-1991 

58. m.wn.Pr. 626 (at), write 14 - 10-1991 

59. m.wn.Pr. 668 (ar), write 7-11-1991 

60 . mwn.Pr. 730 (ar), write 10 - 12 - 1991 ' 

61. m.wn.Pr. 59 (ar), write 22-1-1992 

62. mwn.Pr. 305 (ar), write4-3-1992 (^ftenw) 

63 . mw 5 T.Pr. 445 (ar), write 30-4-1992 

64 . mwn.Pr. 597 (at), write 17-6-1992 

65 . mwn.Pt 663 (ar), write 3-7-1992 

66 . mwrtPr. 723 ( 38 ), write 11-8-1992 

67 . mwn.Pt 796 (ar), write 1-10-1992 

68 . rn.wn.Pr. 877 (ar), write 17-11-1992 

69. mwn.Pi 904 ( 3 ?), write 2 - 12-1992 

70 . m.Wn.Pt 923 (38), write 14-12-1992 

71. mwstPr. 27 (ar), write 22-1-1993 (^Pm) 

72 . m.w 5 r.Pt 28 (ar), write 22-1-1993 
1. mwn.Pr. 86 (ar), write 26-2-1993 

m.wn.Pr. 296 (ar), write 24-3-1993 
7 m.wn.Pt 373 (ar), write 13-4-1993 (^ffenw) 
76m.w5r.Pr, 374 (at), write 13-4-1993 (^ffcnw) 

77 . Ttwn.Pr. 447 (ar), write 10-6-1993 (^ffenw) 

78 . iwn.Pt 658 (ar), write 19-10-1993 

79. wn.Pt 673 (38), write 27 - 10-1993 
so. wn.Pt 108 ( 38 ), write 22 - 2-1994 

81 . W5tPt 109 (38), write 22 - 2-1994 

82. -m.Pt. 370 (38), write 7-4-1994 

83. tTT.Pt 466 ( 3T), Write 17-5-1994 

84. VtPt 615 (ar), write 9-8-1994 

85. *tPr. 659 (ar), write 31 - 8-1994 

86. m.pr. 676 (ar), write 6 - 9-1994 

87. mPt 811 (ar), write 14-11-1994 

88 . mPt 812 (ar), write 14 - 11-1994 

89. Wpt 850 (ar), write 7-12-1994 

90 . WT.Pt 55 (at), Write 7-2-1995 (^ffewW) 

91 . WT.Pt 59 (at), Write 7 - 2-1995 
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omitted; 

(ii) after the proviso, the following proviso shall be 
inserted, namely;— 


92. WJT.fo 93 (3T), Tfrfhsr 24-2-1995 

93. WBT.ft. 495 (3f), tnfor 9-6-1995 

^ 94. ww/Pr. 496 (at), 9-6-1995 

—» 

' 95. ww.ft; 493 (3f), trrfftsr 9-6-1995 
96. lift 553 («0, ITffhS 20-7-1995 
97- WStft 554 (3T), Tllfter 20-7-1995 (^ffcN*) 

98. m^5T.pT.' 697 («r), ^rrthff 26-10-1995 

99. mmPr. 20 («r), rnfhsr 11-1-1996 

100 . wrt.Pt. 21 (3T), trrfter I1-1-1996 

101. m*BT.Pr. 89 (®T), TTlfPST 14-2-1996 

102. mmPr. 119 (at), britor 11-3-1996 

103. wmPr. 122 (a?), TrrfNr n-3-1996 

>104. 231 (30,brfter 4-6-1996 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 
NOTIFICATION 
New Delhi, the 16th July, 19% 

G.S.R 285 (E).—Whereas a draft of certain rales fbr- 
her to amend the Drugs and Cosmetics Rules, 1945, was 
published as required by Sections 12 and 33 of the Drags and 
Cosmetics Act, 1940 (23 of 1940), in the Gazette of India, 
xtraordinary, Part H, Section 3, Sub-section (i) dated the 
4th February, 1995 under the notification of the Govcrn- 
lent of India in the Ministry of Health and Family Welfare 
department of Health) No. GSR 94 (E), dated 24th Febru- 
y, 1995 inviting objections and suggestions from all per¬ 
ms likely to be affected thereby, before the expiry of a 
Eriod of sixty days from the date on which the copies of the 
fficial Gazette containing the said notification were made 
mailable to the public; 

And whereas copies of the said Gazette were made 
ailablc to the public on the 21st March, 1995; 

And whereas objections and suggestions received 
)m lhe public on the said draft rules have been considered 
the Central Government; 

Now, therefore, in exercise of the powers conferred by 
nions 12 and33 of the said Act, the Central Government, 
or consultation with the Drags Technical Advisory Board, 
eby makes the following rales further to amend the Drugs 
i Cosmetics Rules, 1945, namely:— 

1. (1) These rules may be called the Drugs and 

Cosmetics (Vllth Amendment) Rules, 1996 

(2) They shall come into force on the date of their 
publication in the Official Gazette. 

2. In the Drags and Cosmetics Rules, 1945 (hereinafter 
irred to as the said rules), in rale 96, in sub-rule (1),— 

(a) in clause (iii), insub-plause(a),— 

(i) the words "or multiples thereof 1 shall be 


"Provided further that where the single dose is 
more than 5 millilitre, the content of active ingredients shall 
be expressed in terms of minimum single dose as approved 
by the licensing authority;"; 

(b) in clause (vii), for the words "Drug preparations 
not included in Schedule P,", the words, "Drugs 
and their preparations not included in Schedule P,", 
shall be substituted. 

3. In Schedule M-n to the said rules, in the last para¬ 
graph occuring immediately before Note No.l, the words, 
"A testing laboratory shall also be provided" shall be 
omitted. 

[No. X- 11014/ 17/94-DMS & PFA] 

RENU SAHNIDHAR, Jt Secy. 

Note: The Drugs and Cosmetics Rules, 1945 as amended 
opto 1-5-1979 is contained in the publication of the 
Ministry of Health and Family Welfare (Department 
of Health) containing the Drugs and Cosmetics Act 
and the Rules (PDGHS-61). Subsequently the said 
rules have been amended by the following notifica¬ 
tions published in Part II, Section 3, Sub-section (i) 
of the Gazette of India, namely:— 

1. G.S.R 1241 dated 6-10-1979 

2. G.SR 1242 dated 6-10-1979 

3. G.S.R 1243 dated 6-10-1979 

4. G.S.R, 1281 dated 12-10-1979 

5. G.S.R 430 dated 19-04-1980 

6. G.S.R 779 dated 26-07-1980 

7. G.S.R 540 (E), dated 22-09-1980 

8. G.SR 680(E), dated 5-12-1980 

9. G.SR 681 (E), dated 5-12-1980 

10. G.S.RT682 (E), dated 5-12-1980 

11. G.SR 27(E), dated 17-01-1981 

12. G.SR 478 (E), dated 6-08-1981 

13. G.SR 62(E), dated 5-02-1982 

14. G.SR 462(E), dated 22-06-1982 

15. G.SR 510 (E), dated 26-07-1982 

16. G.SR 13 (E), dated 7-01-1983 

17. G.SR 318 (E), dated 1-05-1984 

18. G.SR 331 (E), dated 8-05-1984 

19. G.SR. 460 (E), dated 20-6-1984 

20. G.SR 487 (E); dated 2-07-1984 

21. G.SR 89 (E), dated 16-02-1985 

22. G.SR 788 (E), dated 10-10-1985 

23. G.SR 17 (E), dated 7-01-1986 

24. G.SR 1049 (E), dated 29-08-1986 

25. G.SR 1060 (E), dated 5-09-1986 

26. G.SR 1115(E), dated 30-09-1986 

27. G.SR 71 (E), dated 30-01-1987 

28. G.SR 570 (E), dated 12-06-1987 
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29. G.S.R 626 (E), dated 2-07-1987 

30. G.S.R 792 (E), dated 17-09-1987 

31. G.S.R. 371 (E), dated 24-03-1988 

32. G.S.R. 75(E), dated 2-06-1988 

33. G.S.R. 675 (E), dated 2-06-1988 

34. G.S.R 676 (E), dated 2-06-1988 

35. G.S.R 677 (E), dated 2-06-1988 
G.S.R 681 (E), dated 6-06-1988 

37. G.SR73nc),a*u*: 24-064988 

38. G.S.R 813 (E), dated 27-07-1988 

39. G.S.R 944 (E), dated 21-09-1988 Corrigendum 

40. G.S.R 43 (E), dated 20-01-1989 Corrigendnm 

41. G.S.R 44 (E), dated 20-01-1989 Corrigendum 

42. G.S.R 100 (E), dated 14-02-1989 Corrigendum 

43. G.S.R 443 (E), dated 12-04-1989 

44. G.S.R 588 (E), dated 2-06-1989 Corrigendum 

45. G.S.R 691 (E), dated 11-07-1989 

46. G.S.R 784 (E), dated 28-08-1989 

47. G.S.R 16(E), dated 10-1-1990 

48. G.S.R 731 (E), dated 23-8-1990 

49. G.S.R 865 (E), dated 25-10-1990 

50. G.S.R 11(E), dated 7-1-1991 

51. G.S.R 223 (E), dated 19-4-1991 

52. G.S.R 246 (E), dated 1-05-1991 

53. G.S.R 301 (E), dated 7-6-1991 

54. G.S.R 302 (E), dated 7-6-1991 

55. G.S.R 491 (E), dated 25-7-1991 

56. G.S.R 495 (E), dated 25-7-1991 

57. G.S.R. 532 (E), dated 14-8-1991 

58. G.S.R 626 (E), dated 14-10-1991 

59. G.S.R 668(E), dated 7-11-1991 

60. G.S.R 730 (E), dated 10-12-1991 

61. G.S.R 59 (E), dated 22-1-1992 

62. G.S.R 30!^E), dated 4-3-1992 Corrigendum 

63. G.S.R 445 (E), dated 30-4-1992 

64. G.S.R 597 (E), dated 17-6-1992 

65. G.S.R 663(E), dated 3-7-1992 

66. G.S.R 723(E), dated 11-8-1992 


67. G.S.R 796 (E), dated 1-10-1992 

68. G.S.R. 877 (EX dated 17-11-1992 

69. G.S.R 904(E), dated 2-12-1992 

70. G.S.R 923 (E), dated 14-12-1992 

71. G.S.R 27 (E), dated 22-1-1993 Corrigendum 

72. G.S.R 28(E), dated 22-1-1993 

73. G.S.R 86 (E), dated 26-2-1993 

74. G. S.R 296 (E), dated 24-3-1993 

75. G.S.R 373 (E), dated 13-4-1993 Corrigendum 

76. G.S.R 374 (E), dated 13-4-1993 Corrigendum 

77. G.S.R 447 (E), dated 10-6-1993 Corrigendum 

78. G.S.R 658 (E), dated 19-10-1993 

79. G.S.R 673(E), dated 27-10-1993 

80. G.S.R 108 (E), dated 22-2-1994 

81. G.S.R 109(E), dated 22-2-1994 

82. G.S.R 370(E), dated 7-4-1994 

83. G.S.R 466 (E), dated 17-5-1994 

84. G.S.R 615 (E), dated 9-8-1994 

85. G.S.R 659 (E), dated 31-8-1994 

86. G.S.R 676 (E), dated6-9-1994 

87. G.S.R 811(E), dated 14-11-1994 

88. G.S.R 812(E); dated 14-11-1994 

89. G.S.R 850 (E), dated 7-12-1994 

90. G.S.R 55 (E), dated7-2-1995 Corrigendum 

91. G.S.R 59(E), dated 7-2-1995 

92. G.S.R 93 (E), dated 24-2-1995 

93. G.S.R 495 (E), dated 9-6-1995 

94. G.S.R 496 (E), dated 9-6-1995 

95. G.S.R 493 (E), dated 9-6-1995 

96. G.S.R 553 (E), dated 20-7-1995 

97. G.S.R 554 (E), dated 20-7-1995 Corrigendum 

98. G.S.R 697 (E), dated 26-10-1995 

99. G.S.R 20 (E), dated 11-1-1996 

100. G.S.R 21 (E), dated 11-1-1996 

101. G.S.R 89 (E), dated 14-2-1996 

102. G.S.R 119(E), dated 11-3-1996 

103. G.SR 122 (E), dated 11-3-1996 Corrigendum 

104. G.S.R 231(E), dated 4-6-1996 
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